Introduction {#S0001}
============

The consent process sets out to actively document, usually in writing, participants' willingness to be involved in a specific study.[@CIT0001] A valid consent process requires participants to be provided with adequate and thorough information about the nature of the study and the possible implications of their participation. As such, each study has a separate informed consent process and requires the participants to sign a new consent form.[@CIT0002]

In the era of biobanking, samples may be stored and reused for different research purposes, raising the question of whether a new consent process is required. Re-contacting sample donors before each new study may overwhelm the research process, owing to the time and effort involved, as well as the likelihood of having to exclude some samples because the donors have become unreachable.[@CIT0003]

The open consent model is considered an acceptable way to avoid such problems. It gives more weight to the importance of the general public perception of research, while preserving individuals' rights to choose whether to provide their open consent.[@CIT0004] According to this model, donors to biobanks agree that their samples may be reused for future research purposes. The donors thus authorize local review board committees and biobank authorities to take decisions on their behalf regarding the use/reuse of their samples and data records for research purposes. However, this process can create some ethical controversies related to loss of privacy and confidentiality, as well as respect for the participant's autonomy.[@CIT0005]--[@CIT0007] Nevertheless, despite these concerns, open consent is widely used and supported by various experts and organizations when precautions such as data de-identification are applied.

Several studies have investigated participants' preferences regarding reuse of collected biospecimens and health information and their perspectives on the open consent model; this is particularly important, given the recent interest in developing biobanks around the world.[@CIT0008]--[@CIT0010] Therefore, the aims of this study were to explore and understand Jordanians' perspectives on the open consent model and to explore expectations and concerns. The results should inform the design of an effective consent policy and help to establish new policies to promote scientific research while taking into consideration participants' rights and preferences.[@CIT0011],[@CIT0012]

Materials And Methods {#S0002}
=====================

Study Design And Study Population {#S0002-S2001}
---------------------------------

This cross-sectional, survey-based study was approved by the Institutional Review Board (IRB) committee at King Abdullah University Hospital. In total, 500 questionnaires were obtained from Google forum; 24 of these were excluded from the analysis as they were not filled in correctly. Questionnaires from participants older than 18 years were accepted and were representative of Jordanian socioeconomic and demographic classes. Recruitment of participants was done using social media such as Facebook and WhatsApp. Recruitments were performed between May and June 2017.[@CIT0013]

Study Instrument {#S0002-S2002}
----------------

The study instrument was a questionnaire composed of serial questions that focused on participants' perspectives on the importance of obtaining informed consent and their attitudes toward using the open consent model. Factors that might affect the attitudes of participants toward open consent were also included in the questionnaire. These include sharing samples with foreign research centers, storage duration, biospecimen use after participants' death, the convenience of the re-contact process, trust in the research team, the importance of biobanks, privacy and confidentiality, doubt about future use of samples, and the prospect of cross-border collaborations.

A preliminary questionnaire was tested with a few participants to confirm the questionnaire's validity and clarity. A final version of the questionnaire was then developed and distributed to participants using Google forums over 2 months in 2017. The questionnaire was initially written in English and then translated to simple Arabic language. Before each section/domain, a short paragraph was added to provide a brief explanation of the surveyed topic and the terms used.

The following information was given to participants before they were asked about their perspectives on the informed consent process:

Before participation in research, researchers must document participants' approval for participation, and individuals who enroll in the study are asked to sign a specially designed form, the "informed consent form. "The informed consent process protects participants by providing participants with all the necessary information regarding their participation. It determines the objectives, the importance, the potential benefits, and the potential risks of participation. If the study involves biospecimen collection, the consent form determines the type and the quantity of the sample to be collected. The consent form must also place emphasis on protecting the privacy and confidentiality of the participants' personal information and confirming the participant's right to withdraw from the research when they demand to do so."

For the final section in the questionnaire, the following paragraphs were displayed to participants before they were asked about their perspective on the open consent process: "There are different models to obtain participants' informed consent: the consent model applied in biobanks is called the open consent model, where individuals agree in advance to store and reuse their collected biospecimens for future research that is not yet determined without re-contacting them.There is a controversy over obtaining this type of consent; some experts believe that researchers should not be allowed to obtain individuals' consent for future studies that are not yet defined, out of concern over possible threats to participants' autonomy.Others believe that participants' open consent should be taken as allowing researchers to conduct studies on their samples without re-contacting them, to develop, facilitate, and advance scientific research."

This careful design was necessary because the pilot sampling indicated a lack of participant knowledge in this area; therefore, the validity of their answers might have been jeopardized without such explanations.

Participants' attitudes toward and perspectives on the concept of signing an open consent form were evaluated using a 5-point Likert scale. Participant identification was not requested, but they were asked to provide their consent using a mandatory agreement page regarding participation in the study before being able to open the questionnaire or answer any question.

The questionnaire's sections about the open consent model were composed of four major domains: (1) demographic and socioeconomic characteristics; (2) previous research experience; (3) perspectives on the value of informed consent; and (4) perspectives on the open consent model.

Statistical Analysis {#S0002-S2003}
--------------------

Data were analyzed using SPSS^®^ version 17. Simple descriptive statistics were used to report participants' characteristics, and their frequencies and distribution. Cross-tabulation (Pearson Chi-square) was used to assess the relationship between participants' characteristics and their attitudinal statements. Correlations between responses within each statement and the overall willingness to provide open consent for future research were assessed by calculating the Spearman rho correlation coefficient (non-normally distributed scale).

Results {#S0003}
=======

The study sample had almost equal proportions of each gender (52% female, 48% male). Approximately 50% of the participants had never participated in research before this study, while the other half had either participated in research before (\~46%) or had been invited but refused to participate (3.6%). Slightly more than half of the participants (\~60%) reported that they had no experience or prior knowledge of the term "informed consent," and around 40% indicated that they did have such prior knowledge.

Participants' Perspectives On Open Consent {#S0003-S2001}
------------------------------------------

The majority of participants showed positive perceptions of the informed consent process and agreed that obtaining consent before research participation would make the research credible and ethical, and provide good protection of their rights ([Table 1](#T0001){ref-type="table"}).Table 1Participants' Perspectives On The Informed Consent ProcessParticipants' View On The Consent Process (%)Helps Make The Research Credible And EthicalProvides Greater Protection For Participants' RightsProvides The Participants With A Certain Level Of Control If The Researchers Breached The Agreed TermsParticipants' Consent Should Always Be Obtained For Any Future ResearchStrongly AgreeAgreeNeutralDisagreeStrongly DisagreeStrongly AgreeAgreeNeutralDisagreeStrongly DisagreeStrongly AgreeAgreeNeutralDisagreeStrongly DisagreeStrongly AgreeAgreeNeutralDisagreeStrongly DisagreeGenderFemale54.142.62.01.20.060.736.13.30.00.052.943.02.90.80.458.833.34.12.51.2Male50.544.64.10.90.051.141.76.30.90.050.542.36.80.50.051.836.97.73.20.5**χ^2^ (P-value)2.071 (0.558)7.257 (0.064)5.022 (0.285)4.998 (0.287)**Age (years)18--2954.740.63.21.40.055.839.64.70.00.051.443.54.30.40.452.536.36.83.21.130--3952.242.44.31.10.062.430.16.51.10.058.135.55.41.10.068.128.62.21.10.040 and Over45.353.71.10.00.050.545.33.21.10.045.747.95.31.10.051.637.96.33.21.1**χ^2^ (P-value)7.166 (0.306)8.098 (0.231)4.939 (0.764)9.499 (0.302)**Education level (degree)High school/lower46.450.03.60.00.060.732.17.10.00.053.639.37.10.00.048.148.10.03.70.0Undergraduate51.943.73.21.30.055.538.26.00.30.051.142.95.40.30.352.536.46.63.21.3Graduate55.041.72.50.80.056.741.70.80.80.052.942.92.51.70.065.028.35.01.70.0**χ^2^ (P-value)1.357 (0.968)6.675 (0.352)5.143 (0.742)10.463 (0.234)**ResidenceTown44.750.54.90.00.050.541.77.80.00.048.043.17.80.01.051.533.010.72.91.9City55.141.23.00.70.057.838.82.60.70.053.044.02.60.40.058.333.85.31.90.8Capital54.341.51.13.20.058.534.07.40.00.053.237.27.42.10.053.239.42.15.30.0**χ^2^ (P-value)10.778 (0.095)9.071 (0.170)14.946 (0.060)13.160 (0.106)**Monthly income JOD\<50052.243.82.51.50.054.241.93.40.50.052.742.43.90.50.552.737.85.03.51.0500--100050.045.33.41.40.055.738.95.40.00.049.044.36.70.00.055.734.25.43.41.3\>100055.041.33.70.00.059.633.06.40.90.052.841.73.71.90.058.733.07.30.90.0**χ^2^ (P-value)2.521 (0.866)4.536 (0.604)6.816 (0.557)4.981 (0.760)**

About 80% of the participants agreed that, before they took part in research, they would need to know the specific research purposes for which their biospecimens would be used ([Figure 1](#F0001){ref-type="fig"}). However, when respondents were asked about their attitudes toward requiring researchers to contact participants for every single use of their stored samples ([Table 2](#T0002){ref-type="table"}), 67% agreed that this might create extra strain. Prior participation in research was significantly associated with the latter statement (χ^2^=19.54, P=0.012).Table 2Participants' Perspectives On Continuous Contact Regarding Their Storage SamplesPerspectives On Continuous Contact With Participants (%)Continuous Contact With Participants Regarding Their Stored Sample Might Put Additional Strain On ResearchersContinuous Contact With Participants Regarding Their Stored Sample Might Be Inconvenient To ParticipantsContinuous Contact With Participants Regarding Their Stored Sample Might Increase The Likelihood Of Disclosure Of Participants' InformationStrongly AgreeAgreeNeutralDisagreeStrongly DisagreeStrongly AgreeAgreeNeutralDisagreeStrongly DisagreeStrongly AgreeAgreeNeutralDisagreeStrongly DisagreeGenderFemale27.937.320.912.31.618.928.728.719.74.123.839.827.57.81.2Male31.238.517.610.02.722.138.320.714.44.524.544.523.25.52.3**χ^2^ (P-value)2.31 (0.679)8.69 (0.069)3.16 (0.531)**Age (years)18--2928.836.021.610.82.920.530.225.919.14.325.939.226.37.21.430--3933.733.718.513.01.123.731.225.815.14.323.941.327.26.51.140 and Over26.647.913.810.61.116.044.721.313.84.318.351.621.55.43.2**χ^2^ (P-value)8.28 (0.406)8.03 (0.430)6.90 (0.547)**Education level (degree)High school35.735.77.121.40.014.357.114.310.73.614.353.632.10.00.0Undergraduate29.139.620.39.51.621.830.926.816.73.826.039.425.77.61.3Graduate28.633.620.213.44.217.634.522.719.35.921.046.223.55.93.4**χ^2^ (P-value)10.92 (0.206)10.52 (0.230)9.75 (0.282)**ResidenceTown35.030.118.416.50.026.231.123.315.53.928.440.226.54.90.0City28.239.820.39.42.317.635.624.318.04.522.244.722.97.92.3Capital27.740.417.010.64.322.328.727.717.04.325.537.229.85.32.1**χ^2^ (P-value)3.1240.9262.759**Monthly income (JOD)\<50032.235.618.310.43.523.228.628.115.34.925.240.128.25.01.5500--100026.441.218.913.50.017.635.825.716.94.123.143.523.88.21.4\>100028.438.520.210.12.819.338.517.421.13.723.943.122.97.32.8**χ^2^ (P-value)7.71 (0.462)8.97 (0.345)3.79 (0.875)**Prior participation in researchYes33.534.917.713.00.922.230.123.620.43.725.142.824.27.00.9No26.341.819.89.52.619.436.225.913.45.224.241.126.45.62.6Refused18.818.837.512.512.56.331.331.331.30.06.350.025.018.80.0**χ^2^ (P-value)19.54 (0.012\*)10.15 (0.254)8.70 (0.368)**[^1] Figure 1Participants\' perspectives on open consent model.

[Figure 1](#F0001){ref-type="fig"} shows the respondents' perspectives on the open consent model. Around two-thirds of participants thought that open consent might not give them adequate control over the future use of their biospecimens, adequately protect their rights, or show them sufficient respect and that the process might not provide them with enough information to give meaningful consent. The latter statement showed a strong statistically significant association with prior knowledge of research (χ^2^=24.2, P=0.002) and a higher level of education (χ^2^=22.77, P=0.004).

Nonetheless, 55% of the participants agreed that they would provide open consent for storage and reuse of their donated biospecimens; 66% of the participants were more willing to give their open consent to study a specific disorder or a list of related disorders ([Figure 1](#F0001){ref-type="fig"}).

[Table 3](#T0003){ref-type="table"} shows respondents' attitudes towards the options that could be provided on informed consent forms regarding the collection and future use of blood samples. About 80% of the participants agreed with the need for consent forms to provide an option to determine whether the sample could be transferred to another country, and 88% of the participants stated that an open consent form should provide participants with options regarding the duration of storage of the collected biospecimens. About 80% of the participants agreed that options for the use of samples after the death of participants should be provided. Moreover, 82% of the participants agreed that they should be given adequate knowledge and have the choice to sign either a single consent or an open consent form before any study.Table 3Participants' Perspectives On Adding Specific Options To The Open Consent FormClarification About Storage Period Of SamplesClarification About Sample-Sharing With International CentersOptions For Sample Usage After DeathOptions To Restrict Future Use Of Samples To A List Of Specific DiseasesTwo Options Regarding Preferable Consent ModelCumulative %87.482.479.965.781.6**Gender**Female83.1868369.285.6\*Male73.478.57662.177.3**Age (years)**18--2975.680.578.365.580.230--3983.481.682.564.984.940 and Over8288.4\*80.66782.1**Education level (degree)**High school77.866.670.374.185.7Undergraduate78.883.980.165.780.2Graduate77.381.580.363.384.2**Residence**Town73.880.876.758.871.9City81.583.581.867.882.8Capital75.580.477.466.789.3\***Monthly income (JOD)**\<50073.879.276.163.782.7500--100080.387.1816979.2\>100083.480.783.464.283.5**Prior participation in research**Yes78.682.980.86584.8No77.982.379.166.878.4Refused87.681.375.162.587.6**Knowledge of consent important**Yes76.580.877.365.980.3No80.784.782.863.981.9[^2]

Correlation Of Various Factors With Willingness To Provide Open Consent To Allow Storage/Reuse Of Biospecimens For Future Research {#S0003-S2002}
----------------------------------------------------------------------------------------------------------------------------------

The Spearman rho correlation coefficient was used to determine which factors correlate with willingness to provide open consent to allow storage/reuse of donated specimens in future research. [Table 4](#T0004){ref-type="table"} shows perspectives on re-contact with participants before every use of stored biospecimens, which was considered as inconvenient to participants (*r~s~=*0.379, P\<0.001), a factor that puts extra strain on researchers (*r~s~=*0.293, P\<0.001), and a factor that would increase the likelihood of disclosure of participants' information (*r~s~=*0.292, P\<0.001). Trust in the medical research team had a positive influence on the willingness to provide open consent for future research on stored samples (*r~s~=*0.356, P\<0.001). As expected, willingness to provide open consent was associated with willingness to donate samples for establishing biobanks and for reuse in future research (*r~s~=*0.222, P\<0.001).Table 4Factors Affecting Participants' Willingness To Accept The Open Consent ModelFactors Correlated Positively With Participants' Willingness To Give Open Consent*r~s~* (P)Factors Correlated Negatively With Participants' Willingness To Give Open Consent*r~s~* (P)Factors Uncorrelated With Participants' Willingness To Give Open Consent*r~s~* (P)Re-contacting participants before each use of their samples may be an inconvenience to participants0.379\*\*Fear of the negative effects of research on privacy and confidentiality−0.218\*\*Obtaining open consent may not show enough respect to participants−0.048 (0.305)I trust medical researchers to use/reuse my health information or biological samples0.356\*\*Exact study purpose is not well defined−0.153\*\*Obtaining open consent may not adequately protect the rights of participants−0.016 (0.727)Re-contacting participants before each use of their samples may put additional strain on researchers0.293\*\*Unknown storage period of samples−0.127\*Obtaining open consent may not give participants adequate control over future uses of the samples0.036 (0.44)Continuous contact with biospecimen donors increases the likelihood of disclosure of participants' information0.292\*\*Possibility of transferring samples to another country−0.119\*Obtaining open consent may not give participants adequate information to give meaningful consentSupport for establishment of biobanks in Jordan0.222\*\*[^3]

Willingness to provide open consent for future research also had a statistically significant negative correlation with many factors, including fear of negative effects of research on participants' privacy and confidentiality (*r~s~=*−0.218, P\<0.001), participants' lack of knowledge about the exact purposes of future studies (*r~s~=*0.153, P\<0.001), and the unknown storage period of samples (*r~s~=*−0.127, P\<0.01). Participants' reluctance to provide open consent was also correlated with fear of the possibility of cross-border collaborations and lack of trust in the intentions of researchers from other countries (*r~s~=*−0.119, P\<0.01) ([Table 4](#T0004){ref-type="table"}).

Notably, even though a quarter of participants agreed that open consent is not a meaningful form of consent and that it does not adequately protect their rights or show them respect, none of these statements showed a significant positive or negative association with willingness to provide open consent ([Table 4](#T0004){ref-type="table"}).

Discussion {#S0004}
==========

Our study provides some insights into Jordanians' perceptions of an important aspect of advancing biomedical research: the willingness to provide open consent. Our participants were representative of Jordan's general population and major socioeconomic subgroups; owing to shared social and cultural backgrounds, they might also be representative of neighboring countries.

As we demonstrated, 40% of the participants indicated that they had some prior knowledge of the term "informed consent." The majority of participants showed positive perceptions of the informed consent process and agreed that obtaining consent before research participation would make the research credible and ethical and provide good protection of their rights. Prior knowledge of the informed consent process was significantly associated with participants' positive attitudes toward and perceptions of this consent process.

This clearly indicates the value of public education about research in general and, in particular, about the concepts of ethical and valid research practices.

Another interesting issue for between-studies comparison is the effect of trust on enthusiasm and willingness to provide open consent. In our study, trust appeared to have a major positive influence on the aforementioned aspects of research. Trust is an integral part of the advancement of biomedical research.[@CIT0014]--[@CIT0016] Numerous studies have found a positive correlation between the level of trust and readiness of individuals to donate biospecimens and provide open consent for biobanking.[@CIT0016]--[@CIT0018]

Regarding informed consent, 95% of the respondents agreed or strongly agreed with the importance of the consent process and its role in making the research ethical, credible, and more trustworthy. Ninety percent of participants agreed on the importance of a consent process before participation in research. Our results are consistent with those of other international studies, such as those done in the UK[@CIT0019] and Japan,[@CIT0020] where over 90% of the respondents agreed with the importance of the consent process in their decision to participate in a research study. Our results contradict those of the study by Ahram et al,[@CIT0021] in which a majority of Jordanian respondents did not seem to be concerned about the existence of informed consent.

In our study, 55% of the participants were willing to provide their open consent to store and reuse their biological material for future research; this was lower than the percentage obtained by Ahram et al,[@CIT0021] who found that more than 75% of the participants preferred the open consent model over the others. The willingness of participants to give their open consent was positively correlated with a lack of enthusiasm for continuous contact about their stored biospecimens and considering re-contact as a threat to privacy and confidentiality. No correlation was found between readiness to provide open consent and considering open consent as unmeaningful or disrespectful to participants. Based on the responses, although participants seemed to discriminate between various aspects of biobank participation, they exhibited a stronger feeling about some aspects than others.

In our study, 87% of the participants believed that there should be a time limit for sample storage, and options to choose the preferred consent model; these two factors contributed negatively to participants' willingness to provide open consent. In addition, participants had concerns regarding the sharing of samples with international centers. This concern was also discussed in previous studies, and complexities can emerge because of increasing international collaborations and differing national positions.[@CIT0004]

Conclusions {#S0005}
===========

Based on our results, enthusiasm to participate in biobanking and to provide open consent were associated with sociodemographic characteristics of participants, particularly age, education level, and previous knowledge of biobanks and informed consent. Thus, it is necessary to take these factors into consideration when discussing specific information with potential donors.[@CIT0015] Our results suggest that using broad consent may affect participants' decision to participate in biobanks.

This study had several limitations. No response rate could be calculated, as our recruitment method depended on social media networks to collect responses from different geographical areas in Jordan. We also depended on participants' self-reported attitudes and hypothetical scenarios, rather than actual behavior, and we did not ask participants about their perspectives on dynamic consent.
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[^1]: **Notes:** \* Significant at P \< 0.05.

[^2]: **Note:** \*Significant at P\<0.05.

[^3]: **Notes:** \*Statistically significant at P\<0.01. \*\*Statistically significant at P\<0.001.
